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DETAILED ACTION 

1 . Claims 1 -1 1 are pending. 

2. Upon thorough consideration of the claims, the examiner believes that a lack of 
unity of invention exists, as defined in Rule 13. 

PCT Rule 1 3.1 states that the international application shall relate to one 
invention only or to a group of inventions so linked as to form a single general inventive 
concept ("requirement of unity of invention"). 

PCT Rule 13.2 states that unity of invention referred to in Rule 13.1 shall be 
fulfilled only when there is a technical relationship among those inventions involving one 
or more of the same or corresponding special technical features. 

Annex B, Part 1(a), indicates that the application should relate to only one 
invention, or if there is more than one invention, inclusion is permitted if they are so 
linked to fonm a single general inventive concept. 

Annex B, Part 1 (b), indicates that "special technical features" means those 
technical features which as a whole define a contribution over the prior art. 

Annex B, Part 1 (c), further defines independent and dependent claims. Unity of 
invention only is concerned in relation to independent claims. Dependent claims are 
defined as a claim which contains all the features of another claim and is in the same 
category as the other claim. The category of a claim refers to the classification of 
claims according to subject matter, e.g. product, process, use, apparatus, means, etc. 
Annex B, Part 1(e), indicates the permissible combinations of different categories of 
claims. Part 1(e(l)) states that inclusion of an independent claim for a given product, an 
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independent claim for a process specially adapted for the manufacture of the said 
product, and an independent claim for a use of the said product is permissible. 

Annex B, Part 1(f) indicates the "Markush practice" of alternatives in a single 
claim. Part 1(f(l)) indicates the technical interrelationship and the same or 
corresponding special technical feature is considered to be met when: (A) aH 
alternatives have a common property or activity, and (B) a common structure is present 
or all altematives belong to a recognized class of chemical compounds. Further 
defining (B) in Annex B, Part 1 (f)(l-iii), the common structure must; a) occupy a large 
portion of their stmcture, or b) the common stoicture constitutes a structurally distinctive 
portion, or c) where the structures are equivalent and therefore a recognized class of 
chemical compounds, each member could be substituted for one another with the same 
intended result. That is, with a common or equivalent structure, there is an expectation 
from knowledge in the art that all members will behave in the same way. Thus, the 
technical relationship and the corresponding special technical feature result from a 
common (or equivalent) structure which is responsible for the common activity.(or 
property). Part 1(f(iv)) Indicates that when all altematives of a Markush grouping can be 
differently classified, it shall not, taken alone , be considered justification for finding a 
lack of unity. Part 1 (f(v)) Indicates that when dealing with alternatives, it can be shown 
that at least one Markush alternative is not novel over the prior art, the question of unity 
of invention shall be reconsidered, but does not imply that an objection shall be raised. 

The application does not meet the requirement for Unity of Invention for the 
following reasons: a common structure is not present under Annex B, Part 1(f) in which 
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the utility is attributed. See the radicals as defined by formula I such as A, B, D, E, R^, 
and Y. 

Therefore, a lack of unity of invention exists. 

3. During a telephone conversation with Mr. David Rubin on November 17, 2005 a 
provisional election was made with traverse to prosecute the invention of Example 127, 
claims 1-11. Affirmation of this election must be made by applicant in replying to this 
Office action. Claim 1 1 and compounds drawn to the elected invention are withdrawn 
from further consideration by the examiner, 37 CFR 1 .142(b), as being drawn to a non- 
elected invention. 

4. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the cun^ently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(1). 

5. Claims 1-10 are Marl<ush claims which are generic to the elected invention. 
These Markush claims lack unity of invention. Accordingly, the Markush type claim will 
be examined fully with respect to the elected species and further to the extent 
necessary to determine patentability. See MPEP 803.02. 

6. Claims 1-10 are objected on the grounds that the claims are drawn to an 
improper Markush group. In re Harnisch . 206 USPQ 300, states that a unity of 
invention exists where compounds included within a Markush group(1 ) share a common 
utility and (2) share a substantial structural feature disclosed as being essential to that 
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utility. In the instant case, the claimed subject matter does not share a substantial 
structural feature disclosed as being essential to that utility. 

The requirement for a proper Markush claimi is that it includes only substances 
that in their physical, chemical and physiological characteristics are functionally 
equivalent. The members of the instant Markush groups possess widely different, 
physical and chemical properties. The compounds are not considered functionally 
equivalent and are so diverse that they demonstrate dissimilar and unrelated properties. 
The mere fact that there is structural similarity in pharmaceutical agents is not in itself 
reason to render all the embodiments functionally equivalent. 

The improper Markush groups are A, B, D, E. R^. R^, and Y. 

7. The examined subject matter is as follows: 

A compound of formula I wherein A or E represent N, B, D, and either A or E represent 
C; X represent O; n represent 0; and Y represent a ring. The radicals not defined herein 
are defined according to claim 1 . Amending the claims to the examined subject matter 
would overcome the improper Markush rejection. 

8. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctiy 
claiming the subject matter which the applicant regards as his invention. 

9. Claim 10 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

What disease or condition is treated in which pain and/or inflammation 
predominates? Clarification is appreciated. 
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10. Claim 9 provides for the use of the compound, but, since the claim does not set 
forth any steps involved in the method/process, it is unclear what method/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use 
without any active, positive steps delimiting how this use is actually practiced. 

Claim 9 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition 
of a process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 
101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical 
Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
The recitation of the term "use" renders the claim non-statutory. 

1 1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale In 
this country, more than one year prior to the date of application for patent In the United States. 

12. Claims 1-8 and 10 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Smithkline Beecham PLC (Reference U, cited by the Examiner). 

The instantly claimed compounds are disclosed. At page 1 . lines 20-25, see the 
compounds of formula I. The compounds are useful in the treatment of migraines. 

13. Claims 1-8 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Nowak et al (Reference U, cited by the Examiner). 

The instantly claimed compound is disclosed. At page 438, scheme 1 , see the 
final compound. 
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14. The Information Disclosure Statements filed August 19, 2004 and January 10. 
2006 have been considered. 

1 5. Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Zinna N. Davis whose telephone number is 571-272- 
0682. 

16. The fax phone numbers for the organization where this application or proceeding 
is assigned is 571-273-8300 for regular communications. 

17. Information regarding the status of an application may be obtained from the 
Patent Application Informiation Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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Primary Examiner 
Art Unit 1625 
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